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REMARKS 

Claims 21-36 are presently pending in the case. Claims 21, 28 and 32 have 
been amended. The new claims are supported by the specification and claims as 
originally filed. 

Reconsideration of the present case in view of the above amendments and the 
remarks herein is requested. 

Claim rejections under 35 USC §102 

Piper et al 

The Examiner rejected claims 21, 24, 28, 32, 34 and 36 under 35 USC §102(b) 
as being anticipated by U.S. Patent 5,479,920 to Piper et al (hereinafter Piper et al). 
The rejection is traversed. 

Piper et al does not anticipate independent claim 21 , for example. For a rejection 
under 35 USC §102 to be proper, the reference relied upon must disclose each and 
every element of the claimed invention. Non-disclosure of a single element, feature or 
limitation of the claim negates anticipation. Claim 21 is to a device for controlling the 
delivery of an aerosolized active agent comprising, inter alia, a valve that provides a 
high flow resistance of at least 0.4 (cm H 2 0) 1/2 / SLM in the inhalation direction at the 
onset of the patient's inhalation. This positively recited feature is not disclosed by Piper 
et al. Piper et al does not disclose a valve that provides a high flow resistance of at 
least 0.4 (cm H 2 0) 1/2 / SLM in the inhalation direction at the onset of the patient's 
inhalation. Instead, Piper et al discloses a one-way valve (element 24) that provides a 
high flow resistance only in the exhalation direction (see column 4 lines 33-35). There 
is no high flow resistance in the inhalation direction in the Piper et al device as the valve 
(24) opens immediately upon inhalation. Since Piper et al does not disclose each and 
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every feature set forth in claim 21 , it does not anticipate the claim. Thus, the Examiner 
is respectfully requested to reconsider the language of claim Piper et al and withdraw 
the rejection thereof under 35 (JSC §102. 

Applicant requests withdrawal of the rejection of claim 21 under 35 U.S.C. 
§1 02(b). In addition, Applicant requests withdrawal of the rejection of claim 24 which 
depends from claim 21 and is not anticipated by Piper et al for at least the same 
reasons as claim 21. 

Piper et al also does not anticipate independent claim 28. Claim 28 is to a device 
comprising, inter alia, a valve that provides a high flow resistance in the inhalation 
direction at the onset of the patient's inhalation and which corresponds to a flow rate of 
about 15 liters per minute or less. Piper et al does not disclose a valve that provides a 
high flow resistance in the inhalation direction at the onset of inhalation. Instead, Piper 
et al's valve (24) opens at the onset of inhalation and provides little resistance to flow in 
the inhalation direction. 

Applicant requests withdrawal of the rejection of claim 28 under 35 U.S.C. 
§1 02(b). 

In addition, Piper et al does not anticipate independent claim 32. Claim 32 is to a 
device comprising, inter alia, a valve that is adapted to provide a first flow resistance in 
the inhalation direction at the onset of the patient's inhalation and that subsequently 
opens to provide a second flow resistance less than the first flow resistance. Piper et al 
does not disclose a valve that has a first flow resistance in the inhalation direction at the 
onset of inhalation that subsequently changes. 

Applicant requests withdrawal of the rejection of claim 32 under 35 U.S.C. 
§1 02(b). In addition, Applicant requests withdrawal of the rejection of claims 34 and 36 
which depend from claim 32 and are not anticipated by Piper et al for at least the same 
reasons as claim 32. 
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Froehlich 

The Examiner rejected claims 21, 26, 27, 32, 33 and 36 under 35 USC §102(e) 
as being anticipated by U.S. Patent 5,865,173 to Froehlich (hereinafter Froehlich). The 
rejection is traversed. 

Froehlich does not anticipate independent claim 21 , for example. Claim 21 is to 
a device comprising, inter alia, a valve that provides a high flow resistance at the onset 
of the patient's inhalation and that subsequently opens during the inhalation to provide a 
lower flow resistance. This positively recited feature is not disclosed by Froehlich. 
Froehlich does not disclose a valve that provides a high flow resistance at the onset of 
the patient's inhalation and that subsequently opens during the inhalation. Instead, 
Froehlich discloses a valve (16) that provides different inhalation and exhalation 
pressures (see column 4 lines 61-64). The valve in Froehlich does not change the flow 
resistance during an inhalation. Since Froehlich does not disclose each and every 
feature set forth in claim 21, it does not anticipate the claim. Thus, the Examiner is 
respectfully requested to reconsider the language of claim Froehlich and withdraw the 
rejection thereof under 35 USC §102. 

Applicant requests withdrawal of the rejection of claim 21 under 35 U.S.C. 
§1 02(b). In addition, Applicant requests withdrawal of the rejection of claims 26 and 27 
which depend from claim 21 and are not anticipated by Froehlich for at least the same 
reasons as claim 21. 

Froehlich does not anticipate independent claim 32, either. Claim 32 is to a 
device comprising, inter alia, a valve that is adapted to provide a first flow resistance at 
the onset of the patient's inhalation and that subsequently opens during the inhalation to 
provide a second flow resistance. Froehlich does not disclose a valve that opens during 
an inhalation to provide a changed flow resistance. 
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Applicant requests withdrawal of the rejection of claim 32 under 35 U.S.C. 
§102(b). In addition, Applicant requests withdrawal of the rejection of claims 33 and 36 
which depend from claim 32 and are not anticipated by Froehlich for at least the same 
reasons as claim 32. 

Claim rejections under 35 USC 103(a) 

Piper et al 

The Examiner rejected claims 22, 23, 26, 27, 30, 31 and 33 under 35 USC 
§1 03(a) as being unpatentable over Piper et al. The rejection is traversed. 

Claims 22 and 23 depend from claim 21, claims 26, 27, 30 and 31 depend from 
claim 28, and claim 33 depends from claim 32. Piper et al does not render independent 
claims 21, 28 and 32 unpatentable as discussed above. Thus, claims 22, 23, 26, 27, 
30, 31 and 33 are allowable over Piper et al for at least the same reason as the claims 
from which they depend. 

In addition, it would not have been obvious to one having ordinary skill in the art 
to modify Piper et al in a manner that would result in the invention set forth in the claims. 
There is no reason why one of ordinary skill would have been motivated to provide a 
valve that provides a high flow resistance at the onset of inhalation and that 
subsequently opens to provide a lower flow resistance. Such a modification is 
antithetical to the teachings of Piper et al where it is desired to allow for unrestricted 
inhalation flow. 

For at least these reasons, claims 22, 23, 26, 27, 30, 31 and 33 are not properly 
rejectable under 35 USC § 103(a) as being unpatentable over Piper et al. The 
modification proposed by the Examiner is not one that would have been well within the 
grasp of one of ordinary skill in the art at the time the invention was made. In this 
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regard, the Examiner has failed to establish that the proposed modification could be 
applied, with a reasonable likelihood of success, to Piper et al. There is no evidence to 
suggest that this is a situation where the ordinary artisan could have combined 
teachings in a manner that would result in the invention of claims 22, 23, 26, 27, 30, 31 
and 33 and there is no evidence to suggest the artisan would have seen the benefit in 
doing so. Thus, claims 22, 23, 26, 27, 30, 31 and 33 is allowable over the references 
cited. 

Applicant requests withdrawal of the rejection of claims 22, 23, 26, 27, 30, 31 and 
33 under 35 U.S.C. §103(a). 

Piper et al and Cams 

The Examiner rejected claims 25, 29 and 35 under 35 USC §103(a) as being 
unpatentable over Piper et al in view of U.S. Patent 4,227,522 to Carris (hereinafter 
Carris). The rejection is traversed. 

Claims 25 and 29 depend from claim 21, and claim 35 depends from claim 32. 
Piper et al does not render independent claims 21 and 32 unpatentable as discussed 
above. Carris is not relied upon to make up for the deficiencies of Piper et al, nor does 
it. Since claims 21 and 32 are not rendered unpatentable by the combination of Piper et 
al and Carris, claims 25, 25 and 35 which depend therefrom are also not rendered 
unpatentable by the references. 

Froehlich 

The Examiner rejected claims 24, 25, 28, 29, 31, 34 and 35 under 35 USC 
§103(a) as being unpatentable over Froehlich. The rejection is traversed. 

Claims 24 and 25 depend from claim 21, claims 34 and 35 depend from claim 32. 
Froehlich does not render independent claims 21 and 32 unpatentable as discussed 
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above. Thus, claims 24, 25, 34 and 35 are allowable over Froehlich for at least the 
same reason as the claims from which they depend. 

Froehlich also does not render independent claim 28 unpatentable. Claim 28 is 
to a device comprising, inter alia, a valve that provides a high flow resistance at the 
onset of the patient's inhalation and that subsequently opens during the inhalation to 
provide a lower flow resistance. Froehlich does not teach or suggest a valve that opens 
during inhalation to provide a lower flow resistance, as discussed above. Since 
Froehlich does not teach this feature and since the feature is not otherwise accounted 
for, the Examiner has not made a prima facie case under 35 U.S.C. §1 03(a). 

For at least these reasons, claim 28 is not properly rejectable under 35 USC 
§1 03(a) as being unpatentable over Froehlich. Furthermore, the modification proposed 
by the Examiner is not one that would have been well within the grasp of one of ordinary 
skill in the art at the time the invention was made. In this regard, the Examiner has 
failed to establish that the proposed modification could be applied, with a reasonable 
likelihood of success, to Forehlich. There is no evidence to suggest that this is a 
situation where the ordinary artisan could have combined teachings in a manner that 
would result in the invention of claim 28, and there is no evidence to suggest the artisan 
would have seen the benefit in doing so. Thus, claim 28 is allowable over the 
references cited. 

Applicant requests withdrawal of the rejection of claim 28 under 35 U.S.C. 
§1 03(a). In addition, Applicant requests withdrawal of the rejection of claims 29 and 31 
which depend from claim 28 are not rendered unpatentable by Froehlich for at least the 
same reasons as the claim from which they depend. 
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Information Disclosure Statement 

Applicant is filing under separate cover a supplemental information disclosure 
statement in compliance with MPEP section 609. Indication of consideration of the 
references is requested. 
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Conclusion 

The claims are allowable for the reasons given above. Thus, the Examiner is 
respectfully requested to reconsider the present rejections and allow the presently 
pending claims. Should the Examiner have any questions, the Examiner is requested to 
call the undersigned at the number given below. 



Please send all correspondence to: 
Guy Tucker 

Janah & Associates 
650 Delancey Street, Suite 106 
San Francisco, CA 94107 
Phone: (415) 538-1555 
Fax: (415)538-8380 



Respectfully submitted, 



JANAH & ASSOCIATES 



Dated: February 6, 2009 




<5uy V. Tucker 
Reg. No. 45,302 



